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Summary

 Background: Evidence shows that performance of health technologies in real world settings can be different to the outcomes observed 

in controlled environments. To this end, post-introduction observation schemes are recognized to be very promising for collecting 

additional data to resolve residual uncertainties and allow for decision making on definitive reimbursement. However, experience in this 

field is limited and important doubts have been raised regarding the added value and success of this type of evaluative research.

 Objectives: This work aims to present a comprehensive overview of how post-introduction observation was successfully implemented 

within the Galician Regional Health Authority (Spain) and how it served to inform decision making.

 Methods: Using the example of transcatheter aortic-valve implantation (TAVI), the work describes the different steps of the 

implementation (prioritization, creation of multidisciplinary working group, protocol development, data collection web tool) and decision 

making re-evaluation process. With the aim of helping other organizations that are thinking about adopting these schemes, the work also 

summarizes the different problems that have been encountered and the strategies proposed to resolve them in the future.

 Results: The post-introduction assessment of TAVIs has sered to underline the need for stricter patient selection criteria and formalize 

the creation of Hospital Commissions for decision making regarding the indication of TAVI. The main problems encountered during 

information collection were: different follow up times, omitted result variables and delay in the submission of information.

 Discussion: This work demonstrates that post-introduction assessments are feasible under conditional coverage schemes. It shows that 

these type of assessments can serve to regulate practice patterns, providing valuable information to decision makers and to the health 

community, information that would be otherwise very difficult to obtain.

 Implications for the health system: The implementation of postintroduction observation schemes is challenging since it requires specific 

policy frameworks, commitment from different stakeholders and the dedication of specific resources.
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